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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 


Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to commuriication(s) filed on 12 November 2004 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

A)M Claim(s) 1-28 and 59-61 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) ^ Claim(s) 1-13 and 59-61 is/are allowed. 

6) |EI Claim(s) 14.15,18.20 and 24-28 is/are rejected. 

7) |EI Claim(s) 16. 17. 19. 21. 22 and 23 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 


4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) O Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 


U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 


Office Action Summary 


Part of Paper No./Mail Date 01212005 
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DETAILED ACTION 

Claims 1-28 and 59-61 are pending in the instant application. Claims 29-58 nave been 
canceled. 

Claim Rejections -35 USC § 103 

1. Tke following is a quotation of 35 U.S.C. 103(a) which forms the hasis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained tkougk tke invention is not identically disclosed or described as set fortk m 
section 102 of tkis title, if tke differences between tke subject matter sougkt to be patented and tke prior art are 
suck tkat tke subject matter as a wkole would kave been obvious at tke time tke invention was made to a person 
kaving ordinary skill in tke art to wkick said subject matter pertains. Patentability skall not ke negatived by tke 
manner in wkick tke invention was made. 

2. The factual inquiries set fortk in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), tkat are applied for estaklisking a kackg round for determining ohviousness 
under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of tke prior art. 

2. Ascertaining the differences hetween the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating ohviousness or 
nonohviousness. 

3. Claims 14, 15 & 18 are rejected under 35 U.S.C. 103(a) as heing unpatentable over 
"Useof 2 H 2 0forEs timating Rates of Gluconeogenesis" ky Landau et al. (Landau) in view of USP 
6,764,817 to Schneider (Schneider). 

Landau discloses using deuterium to measure the rate of gluconeogenesis. Landau utilizes 
mass spectrometry to make the determination. 
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Schneider teaches the functional equivalency of mass spectrometers, infrared 
spectrometers and nuclear magnetic resonance spectrometers for the purpose of determining 
detecting labeled metaholite concentration and flux. Thus, given the art-recongnized functional 
utility of these measuring means, it would have heen ohvious to one having ordinary skill in the 
art to modify Landau by using NMR in the place of mass spectrometry with the expectation of 
achieving suitable results. 

Double Patenting 

nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 

686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 
(CCPA 1970);and, In re Itiorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 

CFR 3.73(b). 

5. Claims 20, 24, 25, 26, 27 & 28 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 12 of U.S. Patent No. 
6,329,208 to Jones et al. (herein referred to "J ones ")- Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the Jones patent claims a 
method for determining rate of glucose production (gluconeogenesis) that comprises 
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administering 13 C propionate or 13 C pyruvate; obtaining a blood sample from tbe subject and 
determining tbe relative rate of glucose production from a 13 C NMR spectrum. 

Response to Arguments 

6. Applicant's arguments, see remarks, filed 11/12/2004, witb respect to tbe 35 USC 112, 
2 n paragrapk rejection kave been fully considered and are persuasive. Tke rejection of claims 8 & 
18 bas been witbdrawn. It sbould be noted kowever. tbat tbe nature of tbe amendment was 
misstated in tke remarks. Instead, claims 8& 18 bave been amended to reflect kow tke flux is 
measured. Tke amendment is supported by tbe specification. 

7. Applicant's arguments, see remarks, filed 11/12/2004, witb respect to tbe 35 USC 
102(b) rejection kave been fully considered and are persuasive. Tke rejection of claims 20, 26 & 
27 kas been witbdrawn. 

8. Applicant's arguments filed 11/12/2004 kave been fully considered but tbey are not 
persuasive. In response to applicants argument tkat tke references fail to skow certain features 
of applicant's invention, it is noted tkat tke feature upon wkick applicant relies (i.e., tke rate of 
gluconeogenesis) is not recited in tke rejected claim(s). Altkougk tke claims are interpreted in 
ligkt of tke specification, limitations from tke specification are not read into tke claims. See In 
re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Allowable Subject Matter 

9. Claims 1-13, 21, 22, 23 & 59-61 are allowed. 
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10. Claims 16, 17 & 19 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of tbe limitations of tbe base 
claim and any intervening claims. 

Tbe following is a statement of reasons for trie indication of allowable subject matter: the 
prior art does not teacb or suggest a method of preparing a tracer composition comprising a 13C 
and deuterium source for measuring gluconeogenesis; the prior art does not teach or suggest a 
method for preparing a tracer composition comprising a deuterium source wherein a glucose 
analyte is labeled in the 2, 5 and 6 positions. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Monique T. Cole whose telephone number is 571-272-1255. 
The examiner can normally be reached on Monday-Thursday from 6:30 A.M. to 4:00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to tne Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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